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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 08 September 2007 . 
2a)D This action is FINAL. 2b)£3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [El Claim(s) 7-75 is/are pending in the application. 

4a) Of the above claim(s) 9-15 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1^8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [E] The specification is objected to by the Examiner. 

10)IE1 The drawing(s) filed on 14 March 2005 is/are: a)[>3 accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Res trictions 

1 . Applicant's election of the invention of Group I, claims 1-8 in the reply filed on 08 
September 2007 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

2. Claims 9-1 5 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

3. Claims 1-8 are under consideration. 

Specification 

4. If applicant desires to claim the benefit of a prior-filed application under 35 U.S.C. 
120, a specific reference to the prior-filed application in compliance with 37 CFR 1 .78(a) 
must be included in the first sentence(s) of the specification following the title or in an 
application data sheet. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the 
reference must include the relationship (i.e., continuation, divisional, or continuation-in- 
part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 
1 1 1 (a) on or after November 29, 2000, the specific reference must be submitted during 
the pendency of the application and within the later of four months from the actual filing 
date of the application or sixteen months from the filing date of the prior application. If 
the application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. 371 (b) or (f) or sixteen months from the filing date of the 
prior application. See 37 CFR 1.78(a)(2)(ii) and (a)(5)(H). This time period is not 
extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of 
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such prior application(s) under 35 U.S.C. 119(e), 120, 121 and 365(c). A benefit claim 
filed after the required time period may be accepted if it is accompanied by a grantable 
petition to accept an unintentionally delayed benefit claim under 35 U.S.C. 1 19(e), 120, 
121 and 365(c). The petition must be accompanied by (1) the reference required by 35 
U.S.C. 1 20 or 1 1 9(e) and 37 CFR 1 .78(a)(2) or (a)(5) to the prior application (unless 
previously submitted), (2) a surcharge under 37 CFR 1.1 7(t), and (3) a statement that 
the entire delay between the date the claim was due under 37 CFR 1 .78(a)(2) or (a)(5) 
and the date the claim was filed was unintentional. The Director may require additional 
information where there is a question whether the delay was unintentional. The petition 
should be addressed to: Mail Stop Petition, Commissioner for Patents, P.O. Box 1450, 
Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time 
period set forth in 37 CFR 1 .78(a), but not in the first sentence(s) of the specification or 
an application data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference 
was submitted in an oath or declaration or the application transmittal letter), and the 
information concerning the benefit claim was recognized by the Office as shown by its 
inclusion on the first filing receipt, the petition under 37 CFR 1.78(a) and the surcharge 
under 37 CFR 1.1 7(t) are not required. Applicant is still required to submit the reference 
in compliance with 37 CFR 1 .78(a) by filing an amendment to the first sentence(s) of the 
specification or an ADS. See MPEP § 201 .1 1 . 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 3-5 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claims 3-5 are indefinite for reciting "derived" and "tumor-derived". The claims 
are indefinite for reciting "derived" and "tumor-derived" as the exact meaning of the 
terms is not known. The term "derived" is not one which has a universally accepted 
meaning in the art nor is it one which has been adequately defined in the specification. 
The primary deficiency in the use of this phrase is the absence of an ascertainable 
meaning for said term. Since it is unclear how the tumor cells are to be derivatized to 
yield the class of derivatives referred to in the claims, there is no way for a person of 
skill in the art to ascribe a discrete and identifiable class of compounds to said term. In 
addition, since the term "derived" does not appear to be clearly defined in the 
specification, and the term can encompass tumor cells modified genetically by amino 
acid substitutions, insertions, or deletions, modified by antisense, modified by cell 
fusion, modified chemically or even tumor cell mimetics. In absence of a single defined 
art recognized meaning for the phrase and lacking a definition of the term in the 
specification, one of skill in the art could not determine the metes and bounds of the 
claims. 



Claim Rejections - 35 USC §102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

8. Claims 1-7 are rejected under 35 U.S.C. 102(e) as being anticipated by Hiserodt 
et al (U.S. 6,277,368 B1 , filed 7/24/1997). 

The claims are drawn to a method for treating a cancer patient to induce an 
effector cell immune response or T cell immune response against cancerous cells, 
comprising administering tumor-derived biologically generated particles that have been 
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modified to mimic cells capable of presenting antigens to a mammalian immune system 
in an amount effective to induce an immune response against the cancerous cells to 
reduce the amount of cancerous cells, wherein the tumor-derived biologically generated 
particles are released from homologous tumor cells derived from the patient, or wherein 
the tumor-derived biologically generated particles are released from matched major 
histocompatibility complex containing tumor cells, or wherein the tumor-derived 
biologically generated particles are released from non-homologous tumor cell lines 
containing one or more matched human leukocyte antigens, or wherein the particles are 
generated as virus-like particles or inactivated intact virus particles. 

Hiserodt et al teach a method of treating cancer in a subject comprising inducing 
a cellular immune response involving T cells (i.e., "effector cell immune response") 
against cancer cells comprising administering tumor cells modified to express a cytokine 
and optionally altered to express additional cytokines, additional tumor-associated 
antigens, additional cell-surface molecules, such as adhesion molecules like ICAM-1, 
histocompatability antigens, or co-stimulation markers like B7-1 or B7-2 and the tumor 
cells may be autologous or allogeneic, are inactivated and wherein the cytokine- 
expressing cells are produced using a viral vector such as adenoviral and retroviral 
vectors (i.e., "virus-like particles" and "inactivated intact virus particles") (see entire 
document, particularly cols. 7-10, 15-19, and 21-23). 

Thus, Hiserodt et al anticipates the claims. 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Jaffee et al. Methods: A Companion to methods in Enzymology 12:143-153, 
1997. Jaffee et al teach genetically modified cell-based immunotherapy for eliciting an 
antitumor immune response, including modifying autologous and allogeneic tumor cells 
to secrete cytokines using viral vectors. 



Application/Control Number: 10/528,082 



Page 6 



Art Unit: 1643 

Jaffee et aL U.S. Patent 5,985,290, issued 11/16/1999. Jaffee et al teach 
methods of treating cancer comprising administering genetically modified allogeneic, but 
not MHC-matched tumor cell lines that produce increased level of cytokine relative to 
the unmodified tumor cell line. 

10. An examination of this application reveals that applicant is unfamiliar with patent 
prosecution procedure. While an inventor may prosecute the application, lack of skill in 
this field usually acts as a liability in affording the maximum protection for the invention 
disclosed. Applicant is advised to secure the services of a registered patent attorney or 
agent to prosecute the application, since the value of a patent is largely dependent upon 
skilled preparation and prosecution. The Office cannot aid in selecting an attorney or 
agent. 

A listing of registered patent attorneys and agents is available on the USPTO 
Internet web site http://www.uspto.gov in the Site Index under "Attorney and Agent 
Roster." Applicants may also obtain a list of registered patent attorneys and agents 
located in their area by writing to the Mail Stop OED, Director of the U. S. Patent and 
Trademark Office, PO Box 1450, Alexandria, VA 22313-1450 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David J. Blanchard whose telephone number is (571 ) 
272-0827. The examiner can normally be reached at Monday through Friday from 8:00 
AM to 6:00 PM, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Larry Helms, can be reached at 
(571)272-0832. 

The official fax number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov . Should you 
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have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-21 7-91 97 (toll-free). 



/David J. Blanchard/ 
Primary Examiner, A.U. 1643 



